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DETAILED ACTION 
Response to Amendment 

This Office Action is in response to applicant's amendment filed on March 28, 
2006. The objections to the drawings and claims 9 and 14 are withdrawn in view of the 
canceled claims or appropriate amendments. The 35 U.S.C. 112, first paragraph 
rejections are withdrawn. It is noted, however, that based on applicant's remarks, a 
viewing means is all the structure that is necessary to measure a void or the shrinkage 
of tissue. 

Information Disclosure Statement 

The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-2, 4-5, 10-11, 13-18, and 25-26 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Underwood et al. (U.S. Pat. No. 6,277,1 12 B1). 

Regarding claim 1 , Underwood et al. disclose a method for treating an 
intervertebral disc comprising: 

Advancing at least one optic fiber 324 into a nucleus of the disc through an 
access device 302 (col. 26, In. 53-59, col. 27, In. 2-3 and 6-8, and Figs. 16 and 17); and 

Viewing an interior of the disc using at least one of the optic fibers (Figs. 1 7 and 

18). 

Regarding claim 2, Underwood et al. disclose the method of claim 1, further 
comprising advancing an access device into the disc to create a passageway into the 
disc with the access device (col. 27, In. 44-49). 

Regarding claim 4, Underwood et al. disclose the method of claims 1 and 2, 
further comprising: 

Advancing a treatment device 310 through the access device 302 (Fig. 16); and 
Activating the treatment device to treat the disc (col. 27, In. 64 - col. 28, In. 16 
and Fig. 18). 

Regarding claim 5, Underwood et al. disclose the method of claims 1,2, and 4, 
wherein activating the treatment device occurs prior to viewing the interior of the disc 
(Fig. 18). Since the treatment device of Underwood et al. must first remove tissue from 
the interior of the disc in order for the optical fiber to be able to view the interior, the 
treatment device is inherently activated prior to viewing the interior of the disc. 
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Regarding claim 10, Underwood et al. disclose the method of claims 1,2, and 4, 
wherein the treatment device includes at least one active electrode 357 and a return 
electrode 350, wherein activating the treatment device comprises applying a high 
frequency voltage between the active and return electrodes (col. 27, In. 64-67 and Fig. 
17). 

Regarding claim 11, Underwood et al. disclose the method of claims 1-2, 4, and 
10, further comprising using a conductive medium to form a current path between the 
active and return electrodes (col. 27, In. 40-42 and 53-58 and Fig. 17) 

Regarding claim 13, Underwood et al. disclose the method of claims 1-2, 4, and 
10-11, where the conductive medium is the naturally occurring fluid within the disc. The 
naturally occurring fluid is inherently present in the disc. Therefore, the conductive 
medium must inherently comprise at least the naturally occurring fluid. 

Regarding claim 14, Underwood et al. disclose the method of claims 1, 2, (and 4) 
wherein advancing the treatment device comprises advancing the treatment device into 
a nucleus pulposus of the disc (col. 27, In. 44-49). 

Regarding claim 15, Underwood et al. disclose the method of claims 1, 2, and 4, 
wherein activating the treatment device comprises ablating tissue within the disc (col. 
27, In. 64-67 and Figs. 17 and 18). 

Regarding claim 16, Underwood et al. disclose the method of claims 1-2, 4, and 
15, further comprising observing the effect of the ablating of tissue using the optic fiber 
(col. 28, In. 17-18). 
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Regarding claim 17, Underwood et al. disclose the method of claims 1-2, 4, and 
15-16, wherein observing the effect comprises measuring a void created by the ablating 
of tissue (col. 28, In. 22-23). 

Regarding claim 18, Underwood et al. disclose the method of claims 1-2, 4, and 
15-16, wherein observing the effect comprises observing an outer portion of the disc. 
The device of Underwood et al. is inherently capable of observing an outer portion of 
the disc when observing the effect of ablation (Fig. 1 8). 

Regarding claim 25, Underwood et al. disclose the method of claim 1, where 
advancing the at least one optic fiber into the nucleus of the disc via the access device 
is performed during an open surgical procedure (col. 3, In. 27-33). 

Regarding claim 26, Underwood et al. disclose the method of claim 1, where 
advancing the at least one optic fiber into the nucleus of the disc via the access device 
is performed during a percutaneous surgical procedure (col. 4, In. 46-50). 

Claims 1-2, 4, 19-20, and 22-23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by another embodiment of Underwood et al. 

Regarding claim 1, in another embodiment Underwood et al. disclose a method 
for treating an intervertebral disc comprising: 

Advancing at least one optic fiber 280 into a nucleus of the disc through an 
access device 278 (col. 24, In. 12-17 and Fig. 13); and 

Viewing an interior of the disc using at least one of the optic fibers (Figs. 1 3-15). 
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Regarding claim 2, in another embodiment Underwood et al. disclose the method 
of claim 1 , further comprising advancing an access device into the disc to create a 
passageway into the disc with the access device (col. 24, In. 30-35). 

Regarding claim 4, in another embodiment Underwood et al. disclose the 
method of claims 1 and 2, further comprising: 

Advancing a treatment device 284 through the access device 278 (Figs. 13-15); 

and 

Activating the treatment device to treat the disc (col. 25, In. 35-38). 

Regarding claim 19, in another embodiment Underwood et al. disclose the 
method of claims 1 , 2, and 4, wherein activating the treatment device comprises 
coagulating tissue within the disc (col. 3, In. 48-53). It is noted that causing tissue to 
shrink constitutes coagulating tissue as evidenced by claim 21. 

Regarding claim 20, in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19, further comprising observing the effect of the 
coagulating of tissue using the optic fiber (Fig. 14). 

Regarding claim 22, in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19-20, wherein observing the effect comprises observing 
an outer portion of the disc. The device of Underwood et al. is inherently capable of 
observing an outer portion of the disc when observing the effect (Fig. 15). 

Regarding claim 23, in another embodiment Underwood et al. disclose the 
method of claims 1 , 2, and 4, further comprising performing non-invasive imaging prior 
to or during activating the treatment device (col. 24, In. 1-15). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 3, 7-8, and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Underwood et al. 

Regarding claim 3, Underwood et al. disclose the method of claims 1 and 2. The 
claim differs from Underwood et al. in calling for advancing the access device into the 
disc to comprise separating layers of a fibrous outer portion of the disc to create a 
passageway into the disc with the access device. Underwood et al., however, disclose 
another embodiment of their invention in which the access device 702 comprises a 
needle (as called for by the applicant on page 17, H 70 of the specification) that 
advances into the disc to separate layers of a fibrous outer portion of the disc to create 
a passageway into the disc that causes less damage and is re-sealable. (col. 33, In. 25- 
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34, col. 33, In. 45-55, and Figs. 34-36). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have the method of 
advancing the access device of Underwood et al. comprise separating layers of a 
fibrous outer portion of the disc to create a passageway into the disc with the access 
device in view of another embodiment of Underwood et al. to create a passageway that 
causes less damage and is re-sealable. 

Regarding claim 7, Underwood et al. disclose the method of claims 1 , 2, and 4. 
The claim differs from Underwood et al. in calling for advancing of the at least one optic 
fiber and viewing the interior of the disc to be performed intermittently through said 
method. In view of the method disclosed by Underwood et al., however, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have intermittently advanced at least one optic fiber and viewed the interior of the disc 
because the user would obviously remove tissue and intermittently advance at least one 
optic fiber and view the interior of the disc to see how much tissue had been removed. 

Regarding claim 8, Underwood et al. disclose the method of claims 1 and 2. The 
claim differs from Underwood et al. in calling for advancing the access device to 
comprise inserting a needle into at least a fibrous outer portion of the disc. Underwood 
et al., however, disclose another embodiment of their invention in which the access 
device 702 comprises a needle (as called for by the applicant on page 17, IT 70 of the 
specification) that is inserted into a fibrous outer portion of the disc to create a 
passageway into the disc that causes less damage and is re-sealable. (col. 33, In. 25- 
34, col. 33, In. 45-55, and Figs. 34-36). Therefore, it would have been obvious to one of 
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ordinary skill in the art at the time the invention was made to have the method of 
advancing the access device of Underwood et al. comprise inserting a needle into at 
least a fibrous outer portion of the disc in view of another embodiment of Underwood et 
al. to create a passageway that causes less damage and is re-sealable. 

Regarding claim 21 , in another embodiment Underwood et al. disclose the 
method of claims 1-2, 4, and 19-20. The claim differs from another embodiment of 
Underwood et al. in calling for observing the effect to comprise measuring shrinkage of 
tissue resulting from the coagulation of tissue. In one embodiment Underwood et al., 
however, teach measuring a void created by the ablating of tissue (col. 28, In. 22-23). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have the method of observing of Underwood et al. comprise 
measuring shrinkage of tissue resulting from the coagulation of tissue in view of one 
embodiment of Underwood et al. because it is obvious to use the same method to 
measure a void to monitor treatment progress, whether the void is created by 
coagulation or ablation. 

Response to Arguments 

Applicant's arguments filed on March 28, 2006 have been fully considered but 
they are not persuasive. 

Applicant argues that Underwood does not disclose inserting a fiber optic into the 
nucleus of the disc and viewing the interior of the disc as specified in claim 1 . As cited 
by the examiner in the previous Action, Fig. 17 clearly shows the electrode distal end 
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probe and the endoscopic lens 324 attached to an eyepiece for viewing (col. 27, In. 1- 
8). This structure is clearly the same structure that is shown in Fig. 18 (see col. 26, In. 
53 - col. 28, In. 23). Thus, Figure 18 shows the portion of the instrument with the lens 
324 inside the nucleus 372 and clearly viewing the interior of the disc as nucleus tissue 
is ablated away. To add further support, Underwood discloses that: "After the desired 
volume of nucleus pulposis is removed (based on direct observation through port 324 
...), instrument 310 is withdrawn ..." (col. 28, In. 17-20). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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